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Date prepared January 05, 2017 

Name of Device 

Trade Name 

Common Name 

U-Motion II Acetabular System— Additional sizes 

Total hip prostheses 

Regulation Name and 

Number 

The device classification for U-Motion II Acetabular 

System— Additional sizes is “Hip joint 

metal/ceramic/polymer semi-constrained cemented or 

nonporous uncemented prosthesis” and is contained in the 

Code of Federal Regulation, under 21CFR 888.3353. This 

falls under the Orthopedic Panel. 

Device Class Class II 

Classification Panel Orthopaedics  

Product Code LZO, KWY, LWJ, MEH 

Predicate Device 1. U-Motion II Acetabular System (K122185)

2. U-Motion II PS
+
 Cup (K132455)
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Device Description: 

This device is an extension in terms of additional size to the previously cleared U-Motion II 

Acetabular System (K122185) and U-Motion II PS+ Cup (K132455). U-Motion II acetabular 

component includes U-Motion II Cup and U-Motion II XPE Cup Liner. The indications, 

materials, design, safety and effectiveness of U-Motion II Cup and Cup Liner are identical 

to the cleared U-Motion II Acetabular System (K122185) and U-Motion II PS
+
 Cup

(K132455) except the dimension. The subject U-Motion II Cups are available in size Ø  50 

mm and Ø  46 mm O.D. and the subject U-Motion II Cup Liners are available in 32 mm 

and 36 mm I.D. The 32 mm and 36 mm inserts fit the acetabular shells with 46 mm O.D. 

and 50 mm O.D., respectively. 

Indications: 

The device is used for reduction or relief of pain and/or improved hip function in 

skeletally mature patients with the following conditions: 

1. Painful, disabling joint disease of the hip resulting from: degenerative arthritis,

rheumatoid arthritis, post-traumatic arthritis or late stage avascular necrosis.

2. Revision of previous unsuccessful femoral head replacement, cup arthroplasty or

other procedure.

3. Clinical management problems where arthrodesis or alternative reconstructive

techniques are less likely to achieve satisfactory results.

4. Correction of functional deformity.

5. Treatment of nonunion femoral neck and trochanteric fracture of the proximal

femur with head involvement that is unmanageable using other techniques. 

The device is intended for cementless use. 

Comparison to Predicate Device: 

U-Motion II Acetabular System— Additional sizes has the same basic design, intended 

use, materials and the same manufacturing method as device of the U-Motion II Acetabular 

System (K122185) and U-Motion II PS
+
 Cup (K132455).
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Performance Data:  

The mechanical properties of this device have been evaluated, and the analysis results 

shown that this subjected device is not the worst case within all sizes of U-Motion II 

Acetabular System. These adding sizes would not affect the safety and effectiveness. 
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